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Office Action Summary 



Application No. 

09/640,935 



Examiner 

MISOOK YU, Ph.D. 



plicant(s) 



KINCH ET AL. 



Art Unit 

1642 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication(s) filed on 13 February 2003 . 
2a)K This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) E3 Claim(s) 58-102 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 58-102 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner, 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 11 9(e) (to a provisional application). 

a) D The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s), 



2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 5 . 6) □ Other: 



U.S. Patent and Trademark Office 
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DETAILED ACTION 

Receipt of amendment, Dr. Kinch's declaration, and hydridoma availability 
statement, request for correction of inventorship filed on 2-13-2003 is acknowledged. 

Election/Restrictions 

The previous Office action (Paper No. 17) clearly indicates the search was done 
to the full scope of the invention (see the last paragraph of page 13 of the Office action) 
and the entire claims were examined to full scope of the claims, not just claims drawn to 
the elected species. 

Information Disclosure Statement 

The signed copy of the information disclosure statement filed 2-14-2001 (Paper 
No. 5) is attached with this Office action. 

Inventorship 

The request for the deletion of an inventor in this nonprovisional application 
under 37 CFR 1.48(b) will be processed. 

Specification 

The specification remains objected because it is not clear EphrinA1-Fc used in 
the instant specification, which is incorporated by the reference to a publication (Miao et 
el, see page 3 line 3 of the specification) is the material consists of the same material 
commercially available. The record of the Office indicates that the supplemental 
information has not been received. The specification does not teach that EphrinA1-Fc 
used in the instant specification was obtained from the commercial vendor. 

Claim Rejections - 35 USC § 112 

Rejection of claims 58-102 under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn because the amended claims no 
longer recite the unclear limitations. 

Claims 58-102 remain rejected for reason of under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in the specification in 
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such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Applicant amended the claims to method using "a compound" or "anti-EphA2 
antibody" that "increases the phosphtyrosie content of EphA2" and then argues that the 
compounds that have such function could be screened easily and antibodies with such 
function could be made and screened. This argument is not convincing because it is 
apparent that applicant, at the time of the instant application was filed, had possession 
of only one such compound, EphrinA1-Fc, only one antibody such antibody, B2D6 that 
increases the phosphotyrosine content of EphA2. Based on only one such compound 
and only one such antibody, one cannot predict the types of additional compound and 
additional antibody that might increase the phosphotyrosine contents of EphA2 
receptor. Since the genus includes a large number of unpredictable species, 
possession of one compound and one antibody is not seen as sufficient to reasonably 
convey possession of the entire genus. 

Claims 58-102 remain rejected for the reason of record under 35 
U.S.C. 1 12, first paragraph, as containing subject matter which was not 
described in the specification in such a way as to enable one skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and/or 
use the invention. Applicant argues the in vitro experiments conducted in the 
specification is superior than other in vitro experiment and applicant now has 
in vivo data. The Office stated clearly in the previous Office action (see 
pages 6-12) that in vitro data is not enough for cancer treatment because the 
art recognizes cancer treatment is unpredictable. Applicant is invited to 
submit the additional vivo data to obviate this rejection. 

REJECTION UNDER 35 USC 112, FIRST PARAGRAPH, SCOPE 

If Applicant could overcome the above 1 12, first paragraph rejections, claims 58- 
102 remain rejected for reason of record under 35 U.S.C. 112, first paragraph, 
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because the specification, while being enabling for B2D6 for decreasing the growth of 
metastatic breast cancer cells in culture and EphrinA1-Fc reduces colony formation of 
the EphA2 transformed MCF cells in soft agar, does not reasonably provide enablement 
for any other compounds for accomplishing the purpose stated in the preambles of 
claims 58-102. The specification does not enable any person skilled in the art to which 
it pertains, or with which it is most nearly connected, to use the invention commensurate 
in scope with these claims. Applicant did not argue about this rejection and applicant 
did not overcome the rejection of record under enablement. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 703- 
308-2454. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony C Caputa can be reached on 703-308-3995. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
305-3014 for regular communications and 703-872-9307 for After Final 
communications. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0196. 



Misook Yu 
May 18, 2003 



ANTHONY C QAPUTA _ 
SUPERVISORY PAflfW §E V 'ER 
TECHNOLOGY cVim'l^ w..ti 




